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Box No. I Basis of the opinion 



1 With regard to the language, this opinion has been established on the basis of the international application in 
' the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language "which is the language of a translation furnished for the purposes of .nternational search 
(under Rules' 12.3 and 23.1 (b)). 

2 With reqard to any nucleotide and/or amino acid sequence disclosed in the international application and 
iSSSSR I to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filingyfumishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form . 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition in the case that more than one version or copy of a sequence listing andtor table plating thereto 
has been f led or furnished, the required statements that the informahon .n the subsequent or additional 
copie! l% ?identicaUo that in the application as filed or does not go beyond the appl.cat.on as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. IV Lack of unity of invention 



1. □ in response to the invitation (Form PCT/ISA£06) to pay additional fees, the applicant has: 

□ paid additional fees. 

□ paid additional fees under protest 

□ not paid additional fees. 

2. B This Authority found that the requirement of unity of invention is not complied with and chose not to invite 

the applicant to pay additional fees. 



3. This 



Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 is 



□ complied with 

® not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in respect of the following parts of the international application: 
H all parts. 

□ the parts relating to claims Nos. 



Box No. V Reasoned statement under Rule 43/>/s.1(a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 

2. Citations and explanations 
see separate sheet 



Yes: 


Claims 


7-13,23,24,26-28 


No: 


Claims 


1-8,14-22,25,29-35 


Yes: 


Claims 




No: 


Claims 


1-35 


Yes: 


Claims 


1-35 


No: 


Claims 
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Box No. VII Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



B ox No. VIII Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 



see separate sheet 
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Re Item IV 

Lack of unity of Invention 

1 . The present set of claims comprises the following groups of subject-matter: 

Group A Claims 1-15: Assay device comprising an optically transparent cover and £ 
substrate with at least one sample receiving chamber, a distributor 
channel, at least one reaction chamber and at least one vent, wherein the 
substrate comprises at least a portion adjacent the reaction chamber 
which has a thermal conductivity of 0.25 W/m°K or greater. 



Group B Claims 1 6-29: Method comprising introducing a liquid sample into one or 
more sample receiving chambers of an assay device, moving the liquid 
sample into a plurality of reaction chambers covered by an optically 
transparent cover, venting gas from the reaction chambers through a 
venting system, and increasing the temperature of the liquid sample in the 
plurality of reaction chambers at a rate of one ^/second or greater. 

Group C Claims 30-35: Method comprising introducing a liquid containing a nucleic 
acid sequence into one or more sample receiving chambers of an assay 
device, moving the liquid sample with capillary force into a plurality of 
reaction chambers covered by an optically transparent cover, venting gas 
from the reaction chambers through a venting system, and amplifying at 
least a portion of the nucleic acid sequence in the reaction chambers. 

The common inventive concept linking together all groups is a device comprising an 
optically transparent cover and a substrate with at least one sample receiving 
chamber, a distributor channel and at least one reaction chamber and at least one 
vent. Since this concept is not novel, the different subject-matters are not so linked as 
to form a single inventive concept. 

Therefore, the requirements of Rule 13 PCT are not fulfilled. See also Item VIII, point 
3 below. 
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Re Item VIII 

Certain observations on the international application 

1 Claim 1 does not define that the liquid sample is transported through the distributor 
channel by capillary force. However, this is an essential feature of the invention (Art. 
6 PCT). Note that the whole application does not provide any support for other 
transport means than capillary force. 

The same applies to claim 1 6. 

2 Claim 1 6 does not define that the reaction chamber should have a thermal 
conductivity of 0.25 W/m °K or greater. However, this an essential feature m order to 
heat the reaction chamber at a high rate (Art. 6 PCT). 

The same applies to claim 30. 

3 Although claims 1 6 and 30 have been drafted as separate independent claims they 
relate effectively to the same subject-matter and differ from each other only with 
regard to the definition of the subject-matter. Therefore, these claims lack 
conciseness (Art. 6 PCT). 

4. The term "about" in claims 1 , 3-6, 1 3, 1 6-1 8, 20, and 33 is vague and undefined, 
resulting in lack of clarity (Art. 6 PCT). 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . Reference is made to the following documents: 

D1 : EP-B-1 062 042 
D2: WO 03/01 91 58 A 
D3: US 2003/138941 A1 
D4: WO 03/089139 A 
D5: US 2002/094303 A1 
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INTERNATIONAL SEARCHING 

AUTHORITY (SEPARATE SHEET) . — 

2 1 Document D1 , cited in the application, discloses an assay device (1 0) comprising an 
optically transparent cover (= "Deckelkorper" or "Abdeckfolie", 1 6) and a substrate (= 
Grundplatte, 12) with at least one sample receiving chamber (= 
Probenaufnahmekammer, 20), a distributor channel (24), at least one reaction 
chamber (28) and at least one vent (3). Further, D1 mentions in col. 10, line 35 that 
the substrate can be made of silicon (= Silizium), i.e. a material which has a thermal 
conductivity above 5 W/m°K. 

Hence, the subject-matter of claim 1 lacks novelty over D1 (Art. 33.2 PCT). 

2 2 D2 discloses an assay device comprising an optically transparent cover (= 

Deckf lache, see page 4) and a substrate (= Probenkammermatrix, 1 ) with at least 
one sample receiving chamber (3), a distributor channel (4), at least one reaction 
chamber (2) and at least one vent (= Offnung zum Entliiften, see page 8). Further, 
also D2 mentions in claim 1 1 that the substrate can comprise a layer of silicon or a 
silicon containing compound. 

The device is used for amplifying nucleic acid sequences (PCR). 

Therefore, D2 is novelty destroying for the subject-matter of claims 1 and 30 (Art. 
33.2 PCT). 

2 3 D3 discloses an assay device (1 00) comprising an optically transparent cover (= 
sealing layer, 40) and a substrate (36) with at least one sample receiving chamber 
(6) a distributor channel (30), at least one reaction chamber (26) and at least one 
vent (24). Metallic powder filling is used in order to provide for improved conduction of 
heat (see paragraph 82), the same as in the present application. 
The device is utilised for fluorescence-based assay, such as PCR. 

Therefore, the subject-matter of claims 1 and 30 lacks novelty over D3 (Art. 33.2 
PCT). 

2 4 D5 discloses a method comprising introducing a liquid sample into one or more 
sample receiving chambers (24-1, 24-2, 24-3) of an assay device (reactor), moving 
the liquid sample into a plurality of reaction chambers (24a, see also figure 1 1 b) 
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authority (SEPARATE SHEET) 

covered by an optically transparent cover (1 4), venting gas from the reaction 
chambers through a venting system (24-4), and increasing the temperature of the 
liquid sample in the plurality of reaction chambers at a rate of 20 <C/second (see 
paragraph 97). 

Hence, the subject-matter of claim 16 lacks novelty over D5 (Art. 33.2 PCT). 

If claim 1 were amended to define that the substrate comprises a first material and a 
thermally conductive filler, then the subject-matter of claim 1 could be considered as 
novel over D1 . The objective technical problem to be solved by a such amended 
claim 1 can be seen in the provision of an alternative material having high thermal 
conductivity. 

However, assay devices comprising a first material and a thermally conductive filler 
are already known in the art, for example from D4. 
A skilled person being aware of D1 and looking for a way to solve the above 
mentioned problem would obviously consider the teaching of D4 in order to arrive at 
the claimed solution. 

Therefore, an accordingly amended claim 1 would not involve an inventive step in the 
light of D1 in combination with D4 (Art. 33.3 PCT). 

Dependent claims 2-1 5, 17-29 and 31-35 contain features which either are disclosed 
in the cited documents or fall within the customary practice followed by persons 
skilled in the art and do not involve an inventive step as no particular or unexpected 
effect is apparent. 



Re Item VII 

Certain defects in the International application 

1 . The features of the claims are not provided with reference signs placed i 
parentheses (Rule 6.2(b) PCT). 
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